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RATIONALE
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ICM

NICM

No « aging » criteria…

Iary Prevention



The Good: Appropriate ICD therapies

Iary Prevention Pivotal Trials

Around 25%...



The Bad: ICD complications risk

Knops NEJM 2020



Incidence of SCD according to age

Skjelbred T Heart 2022. Nakamaru ESC Heart Fail 2023

Global Population HF patients



Madit 2 SCD-HeFT

Mean Age 65 y 60 y

MADIT 2 SCD-HeFT

Patients over 70 years represented 

only 10% of subjects in MADIT-II and 
SCD-HEFT

Iary Prevention Trials



61% > 60
25% > 70 

years

Am J Cardiol 2015



Subgroup analysis

Elming
Circulation 2017

Zabel Eur Heart J 2020

Age ≤70 ans

Age >70 ans

DANISH
EU CERT ICD



Madit 2 SCD-HeFT

Traitement:

IEC/ARA II 68% 94%

B bloquants 70% 69%

ARM 0% 32%

ARNi 0% 0%

SGLT2i 0% 0%

HF Treatment in Landmark Trials



Effect of HF Treatment on Arrhythmia Risk

PARADIGM HF

Curtain Eur J Heart Fail 2022

DAPA-HF

HR 95%CI

PARADIGM HF 0,79 0.65–0.97

DAPA HF 0,79 0.63–0.99

Empaglifozine & Dapaglifozine combined

Matteucci Heart Rhythm 2025



Should we 
implant a 
primary 

prevention 
ICD after the 
age of  70?

MADIT2 & 
SCD-HeFT
>20 years
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+

730 patients
48 months FU

Randomized, non-
inferiority, multicentric 

prospective  Trial

≥ 70 years old EF ≤ 35%

Randomization

Should we implant a primary prevention
ICD after the age of  70?

+



Should we implant a primary prevention
ICD after the age of  70?

237

Total : 730

Inclusions

Updated
Nov 2025Primary Endpoint

Survival at 48 Months

QOL assessment

Health economics analysis

Subgroup analysis
- ICM vs NICM
- CRT vs non-CRT
- Charlson Comorbidity Index 
(CCI)



POTENTIAL & CHALLENGES
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DILEMMA Trial — POTENTIALS
➢ DILEMMA: Is GDMT alone non-inferior to GDMT + ICD for survival at 48 months in 

patients ≥70 years with a Iary-prevention indication?

➢ Impact: could support GDMT/CRT-focused strategies in many older patients, with
fewer implants where net mortality benefit is marginal

➢ GL: this addresses the evidence gap from under-representation of elderly patients 
in prior ICD RCTs and could enable "aging-specific" recommendations

➢ Patient: shared decisions for those prioritizing quality of life, fewer procedures, 
and end-of-life preferences

➢ Health-economics: potential reduction in device-related costs, hospitalizations, 
and complications if non-inferiority is confirmed

➢ Risk-stratification: planned subgroups (ischemic vs non-ischemic, CRT-P vs CRT-D, 
frailty/comorbidity) can refine who truly benefits.



DILEMMA Trial — CHALLENGES

➢ Non-inferiority design: margin and event-rate assumptions are 
critical; underestimation risks a false 'non-inferiority' conclusion…

➢ Competing risks in the elderly: high non-arrhythmic mortality can 
dilute ICD effect on all-cause mortality (in fact, this is one of the goal 
of the trial…)

➢ Heterogeneity of aging: frailty, multimorbidity, and cognitive status 
influence outcomes, complication rates, and decision quality

➢ Technology drift: CRT, CSP, and S-ICD adoption may confound 
comparisons

➢ And… inclusion rate…


